


1540s NOTICES 

Dated: September 23,197O. 
S.u.f D. FOE, 

Associate Commissioner 
for Compliance. 

[F.R.. Dot. 70-1self3~ 8yeId, Oct. 1, 1970: 
: . . 

[Docket No. FDC-D-190: NADA No. 8-695V1 
’ NORDEN LABORATORIES, INC. 

Fomene; Notice of Withdrawal of Ap- 
proval of New Animal Drug Appli- 
cation . 

A notice of opportunity for a hearing 
on the matte of tithdraming approval 
of new animal drug application No. 8- 
t395Vafor Fomene was published in the 
FEDERAL REGISTER of July 17, 1970 (35 
F.R. 11635). Norden Laboratories, Inc., 
601 West Oak. Lincoln, Nebr. 68501, 
holder of said application, filed a letter 
recnw&Intz a hearing. but did not file 
adequate 2ata to support such a revues t. 
The Commissioner of Food and Drugs 
concludes that there is no genuine and 
substantial issue of fact to justify a hear- 
ing (35 P.R. 7260; May 8.19’70). 

Based on the foregoing finding and on 
tie grounds set forth in the said notice 
of opportunity for hearing. the Com- 
missioner concludes that approval of nem 
animal drug application No. 8-695V 
should be withdrawn. Therefore, pursu- 
ant to the provision of the Federal Food, 
Drug, and Cosmetic Act (sec. 512 (e) , 82 
Stat. 345147; 21 U.&C. 360b(e)) and 
under authority de&at& t0 the Com- 
missioner (21 CFR 2.120), approval of 
new animal drug application No. 8-695V. 
including all amendments and supple- 
ments thereto, is hereby withdrawn 
g;r$e;;n the date of signature of this 

Dated: September 18. 1970. 
Sat D. Fms, 

~~~~~FEDERA~I~EGISTER ofAprll12.1969 
(34 F.R. 64471, to be a new animal drug 
for vfhich 811 approved new animal drug 
application Is not in effect. Any Such drug 
then on the market would be subject t0 
regulatory proceeding+ 

withln 30 days after publication hereof 
in the FEDERAG REGLSTER, such persoDs 
are required to file with the Hearim 
Clerk, Department of Health, Education, 
and Welfare, Offlce of the General Corn- 
se], Room 6-62.5600 Fishers Lane, Rock- 
ville, Md. 20852, a written aPpearance 
electing whether: 

1. To avail themselves of the opportu- 
nity for a hearing: or 

2. Not to avail themselves of the opt 
portunity for a hearing. 

If such persons elect not to avail them- 
selves of the opportunity for a hearing, 
the Commissioner without further notice 

c will enter a Anal order withdrawing the 
approval of the new animal drug appli- 
cation. 

Failure of such persons to file a mrit- 
ten appearance of election within said 
30 days will be construed ss an election 
by such persons not to avail themselves 
of the opportunity for a hearing. 

The hearing contemplated by this no- 
tice will be open to the public except that 
any portion of the hearing that concerns 
a method or process the Commissioner 
finds entitled to protection as a trade 
secret will not be open to the public, un- 
les3 the respondent sp&fies otherwise 
in hi.5 appearance. 

If such persons elect ta avail them- 
selves of the opportunity for a hearing, 
they must ffle a written appearance re- 
questing the hearing and giving the rea- 
sons v&y approval of the new animal 
drug application should not be with- 
drawn, together with a well-organized 
and full-factual analysis of the cli&al 
and other investigational data they are 
prepared to prove in support of their 
opposition. A request for a hearing may 
not rest upon mere allegations or denials, 
but must set forth specific facts showing 
that a genuine and substantial issue of 
fact requires a hearing. When it clearly 
appears from the data in the application 
and from the reasons and factual anal- 
ysis in the request for the hearing that 
no genuine and substantial issue of fact 
precludes the withdrawal of approval 
of the application, the Commissioner will 
enter an order on these data, malslng 
findings and conclusions on such data. 
If a hearing is requested and justified by 
the respome to this notice, the issues 
will .be defined, a hearing examiner mill 
be named. and he shall issue a written’ 
notice of the time and place at which 
the hearing will commence. not more 
than 90 days a&r the expiraiion of such 
30 days unless the hearing examiner and 
the applicant otherwise agree. 

This notice is issued pursuant to provi- 
sions of the Federal Food, Drug, and Ccs- 
metic Act (sec. 512, 82 Stat. 343-51; 21 
U.S.C. 360b) and under authority dele- 
gated to the Commissioner (21 c!FR 
2.120). 

Associate Commissioner 
* for CompUance. 

[F.R. Dot. 70-13189: Flled. Oct. 1, 1970: 
8:48 am.1 

[DE51 0061 NV] 

BACITRACIN WITH OR WITHOUT 
PENICILLIN 

Drugs for Veferinary Use; Drug Efficacy 
Study Implementation 

There was &11 announcement published 
in the FEDERAL REGESTER of July 17, 1970 
(36 FR. 11531), regarding the efncacy of 
cerhm products which contain bacitr& 
tin with or without penicillin. Based on 
reevaluation of reports received from the 
National Academy of Sciences-National 
Research Council, Drug Efacacy Study 
Group, the Commissioner of Food and 
Drugs concludes that the first sentence 
ia the first paragraph following the list 
of products insaid announcement should 
be amended to read as follows: ‘The 
Academy evaluated these products as 
probably eff&tive for the growth claim 
in poultry, probably not effe/ctive for the 
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1 HeinOnline --- 35 Federal Register No. 192 page 15408 (1970)] 

therapeutic claims, and the Academy 
stated that more information is needed 
for the growth claim ln swine.” 

This notice is issued pursuant to provi- 
sions of the Food, Drug, and Cosmotlc 
Act (sec.% 502, 512, 62 Stat. 1060-51, as 
amended, 82 Stat. 34351: 21 U.S.C. 362, 
360b) and under author&y delegated to 
the Commissioner (21 CFR 2,120). 

Dated: September l&1970. 
Shnr D. Fmc, 

Associate Commissioner 
for Complfance. 

(F.R. Dot. 7oL13;9~;g~Ci, Oct. I, 1970: 
: . . 

DEPARTMENT OF HDUSING 
AND URBAN DEVELDPMENT 

ASSISTANT SECRETARY FOR METRO- 
POLITAN PLANNING AND DEVEL- 
OPMENT 

Delegation of Authority 
The delegation of authority to the As- 

sistant Secretary for Metropolitan Plan- 
tig and Development, effective Febru- 
ary 7.1970 (35 F.R. 2745), is amended as 
folloms: 

I. Revise section D to read: 
SEC. D. Author& to rede2euata. The 

Assistant Secretary for Metropolitan 
Planning and Development is authorized 
to redelegate to employees of the Deport- 
ment any of the authority delegated un- 
der section A. - 

II. Add the following section E im- 
mediately following section D: 

SEC. E. Erercfse of redelegated autlror- 
ity. Redelegations of ma1 authorlty pur- 
suant to section D of this delecatlon shrill 
not be construed to modify or otherwIse 
affect the administrative and sunorvisorv 
powers of the Regional Administrntor 
and Area Director, and their respeotlve 
deputies, to whom a delegate is responsl- 
ble, and these SUpCrVkOr8 shall, in addi- 
tion to any other authorI& delegated to . 
them, have the same final authority re- 
delegated to their subordinates. 

M. Change existing section E to read 
“Section F,” 
(Sec. 7(d), Depwtmcnt of am, Act, 48 U.8.d. 
3536(d)) 

Eflectiue date. This amendment of 
delegation of authority shall be effective 
as of September 1,197O. 

GEORGE ROMNEY, 
Secretary of Housing and 

Urban Development, 
[FR. DOC. 70-13216: Flied, Oat. 1, 1070; 

8:48 mrl.~ 

REGIONAL ADMINISTRATORS ET AL, 

Redefegation OF Authorify With Re- 
spect to Metropolitan Planning and 
Development Programs 

SECTION A. Authority redeleoated with 
re.spect to sgeciflc programs. I, Each Re- 
gional Administrator, Deputy Re~&nal 


